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compliance, as applicable. Laboratories 

must also pay a fee to reapply for a 

certificate for PPM procedures, certifi-

cate of waiver, certificate of accredita-

tion, or a certificate of compliance. 

The total of fees collected by HHS 

under the laboratory program must be 

sufficient to cover the general costs of 

administering the laboratory certifi-

cation program under section 353 of the 

PHS Act. 

(1) For registration certificates and 

certificates of compliance, the costs in-

clude issuing the certificates, col-

lecting the fees, evaluating and moni-

toring proficiency testing programs, 

evaluating which procedures, tests or 

examinations meet the criteria for in-

clusion in the appropriate complexity 

category, and implementing section 353 

of the PHS Act. 

(2) For a certificate of waiver, the 

costs include issuing the certificate, 

collecting the fees, determining if a 

certificate of waiver should be issued, 

evaluating which tests qualify for in-

clusion in the waived category, and 

other direct administrative costs. 

(3) For a certificate for PPM proce-

dures, the costs include issuing the cer-

tificate, collecting the fees, deter-

mining if a certificate for PPM proce-

dures should be issued, evaluating 

which procedures meet the criteria for 

inclusion in the subcategory of PPM 

procedures, and other direct adminis-

trative costs. 

(4) For a certificate of accreditation, 

the costs include issuing the certifi-

cate, collecting the fees, evaluating the 

programs of accrediting bodies, and 

other direct administrative costs. 

(b) Fee amount. The fee amount is set 

annually by HHS on a calendar year 

basis and is based on the category of 

test complexity, or on the category of 

test complexity and schedules or 

ranges of annual laboratory test vol-

ume (excluding waived tests and tests 

performed for quality control, quality 

assurance, and proficiency testing pur-

poses) and specialties tested, with the 

amounts of the fees in each schedule 

being a function of the costs for all as-

pects of general administration of 

CLIA as set forth in § 493.649 (b) and (c). 

This fee is assessed and payable at 

least biennially. The methodology used 

to determine the amount of the fee is 

found in § 493.649. The amount of the fee 

applicable to the issuance of the reg-

istration certificate or the issuance or 

renewal of the certificate for PPM pro-

cedures, certificate of waiver, certifi-

cate of accreditation, or certificate of 

compliance is the amount in effect at 

the time the application is received. 

Upon receipt of an application for a 

certificate, HHS or its designee notifies 

the laboratory of the amount of the re-

quired fee for the requested certificate. 

[60 FR 20047, Apr. 24, 1995] 

§ 493.639 Fee for revised certificate. 

(a) If, after a laboratory is issued a 

registration certificate, it changes its 

name or location, the laboratory must 

pay a fee to cover the cost of issuing a 

revised registration certificate. The fee 

for the revised registration certificate 

is based on the cost to issue the revised 

certificate to the laboratory. 

(b) A laboratory must pay a fee to 

cover the cost of issuing a revised cer-

tificate in any of the following cir-

cumstances:

(1) The fee for issuing an appropriate 

revised certificate is based on the cost 

to issue the revised certificate to the 

laboratory as follows: 

(i) If a laboratory with a certificate 

of waiver wishes to perform tests in ad-

dition to those listed in § 493.15(c) as 

waived tests, it must, as set forth in 

§ 493.638, pay an additional fee for the 

appropriate certificate to cover the ad-

ditional testing. 

(ii) If a laboratory with a certificate 

for PPM procedures wishes to perform 

tests in addition to those specified as 

PPM procedures or listed in § 493.15(c) 

as waived tests, it must, as set forth in 

§ 493.638, pay an additional fee for the 

appropriate certificate to cover the ad-

ditional testing. 

(2) A laboratory must pay a fee to 

cover the cost of issuing a revised cer-

tificate when— 

(i) A laboratory changes its name, lo-

cation, or its director; or 

(ii) A laboratory deletes services or 

wishes to add services and requests 

that its certificate be changed. (An ad-

ditional fee is also required under 
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§ 493.643(d) if it is necessary to deter-

mine compliance with additional re-

quirements.)

[57 FR 7213, Feb. 28, 1992, as amended at 60 

FR 20047, Apr, 24, 1995] 

§ 493.643 Fee for determination of pro-
gram compliance. 

(a) Fee requirement. In addition to the 

fee required under § 493.638, a labora-

tory subject to routine inspections 

must pay a fee to cover the cost of de-

termining program compliance. Lab-

oratories issued a certificate for PPM 

procedures, certificate of waiver, or a 

certificate of accreditation are not sub-

ject to this fee for routine inspections. 

(b) Costs included in the fee. Included

in the fee for determining program 

compliance is the cost of evaluating 

qualifications of personnel; monitoring 

proficiency testing; conducting onsite 

inspections; documenting deficiencies; 

evaluating laboratories’ plans to cor-

rect deficiencies; and necessary admin-

istrative costs. HHS sets the fee 

amounts annually on a calendar year 

basis. Laboratories are inspected bien-

nially; therefore, fees are assessed and 

payable biennially. If additional ex-

penses are incurred to conduct follow 

up visits to verify correction of defi-

ciencies, to impose sanctions, and/or 

for surveyor preparation for and at-

tendance at ALJ hearings, HHS as-

sesses an additional fee to include 

these costs. The additional fee is based 

on the actual resources and time nec-

essary to perform the activities. 

(c) Classification of laboratories that re-
quire inspection for purpose of deter-
mining amount of fee. (1) There are ten 

classifications (schedules) of labora-

tories for the purpose of determining 

the fee amount a laboratory is as-

sessed. Each laboratory is placed into 

one of the ten following schedules 

based on the laboratory’s scope and 

volume of testing (excluding tests per-

formed for quality control, quality as-

surance, and proficiency testing pur-

poses).

(i) (A) Schedule A Low Volume. The

laboratory performs not more than 

2,000 laboratory tests annually. 

(B) Schedule A. The laboratory per-

forms tests in no more than 3 special-

ties of service with a total annual vol-

ume of more than 2,000 but not more 

than 10,000 laboratory tests. 

(ii) Schedule B. The laboratory per-

forms tests in at least 4 specialties of 

service with a total annual volume of 

not more than 10,000 laboratory tests. 

(iii) Schedule C. The laboratory per-

forms tests in no more 3 specialties of 

service with a total annual volume of 

more than 10,000 but not more than 

25,000 laboratory tests. 

(iv) Schedule D. The laboratory per-

forms tests in at least 4 specialties 

with a total annual volume of more 

than 10,000 but not more than 25,000 

laboratory tests. 

(v) Schedule E. The laboratory per-

forms more than 25,000 but not more 

than 50,000 laboratory tests annually. 

(vi) Schedule F. The laboratory per-

forms more than 50,000 but not more 

than 75,000 laboratory tests annually. 

(vii) Schedule G. The laboratory per-

forms more than 75,000 but not more 

than 100,000 laboratory tests annually. 

(viii) Schedule H. The laboratory per-

forms more than 100,000 but not more 

than 500,000 laboratory tests annually. 

(ix) Schedule I. The laboratory per-

forms more than 500,000 but not more 

than 1,000,000 laboratory tests annu-

ally.

(x) Schedule J. The laboratory per-

forms more than 1,000,000 laboratory 

tests annually. 

(2) For purposes of determining a lab-

oratory’s classification under this sec-

tion, a test is a procedure or examina-

tion for a single analyte. (Tests per-

formed for quality control, quality as-

surance, and proficiency testing are ex-

cluded from the laboratory’s total an-

nual volume). Each profile (that is, 

group of tests) is counted as the num-

ber of separate procedures or examina-

tions; for example, a chemistry profile 

consisting of 18 tests is counted as 18 

separate procedures or tests. 

(3) For purposes of determining a lab-

oratory’s classification under this sec-

tion, the specialties and subspecialties 

of service for inclusion are: 

(i) The specialty of Microbiology, 

which includes one or more of the fol-

lowing subspecialties: 

(A) Bacteriology. 

(B) Mycobacteriology. 

(C) Mycology. 

(D) Parasitology. 
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